[bookmark: _Hlk202169322]Waterloo-Wellington Research Ethics Board (WWREB)
serving the Waterloo Regional Health Network and Cambridge Memorial Hospital
Application for Prospective Study Review
This form is designed to be accessible with screen readers and keyboard navigation. If you require this form in an alternate format, please contact the Research Ethics Board.
Instructions
1. Review WWREB Application Instructions prior to completing the application.
2. Complete the application in full.
3. Submit application with complete Study Package to wwreb@wrhn.ca. Incomplete Study Packages may result in a delay in review. See WWREB Application Instructions for more information. 
GENERAL INFORMATION
1. Full title of research project
Include short title, version #, study code, and protocol date, if applicable.

	Click or tap here to enter text.

2. Research team
a. Local Responsible Investigator (LRI)
Name: Click or tap here to enter text.
Hospital Program & Department: Click or tap here to enter text.
University Affiliation & Department (if applicable): Click or tap here to enter text.
Email: Click or tap here to enter text.
Telephone: Click or tap here to enter text.

b. Principal Investigator (PI; if other than LRI)
Name: Click or tap here to enter text.
Hospital Program & Department (if applicable): Click or tap here to enter text.
Affiliation & Department (if applicable): Click or tap here to enter text.
Email: Click or tap here to enter text.
Telephone: Click or tap here to enter text.

c. Co-Investigator(s)
Name: Click or tap here to enter text.
Hospital Program & Department (if applicable): Click or tap here to enter text.
Affiliation & Department (if applicable): Click or tap here to enter text.
Email: Click or tap here to enter text.
Telephone: Click or tap here to enter text.

Name: Click or tap here to enter text.
Hospital Program & Department (if applicable): Click or tap here to enter text.
Affiliation & Department (if applicable): Click or tap here to enter text.
Email: Click or tap here to enter text.
Telephone: Click or tap here to enter text.

Name: Click or tap here to enter text.
Hospital Program & Department (if applicable): Click or tap here to enter text.
Affiliation & Department (if applicable): Click or tap here to enter text.
Email: Click or tap here to enter text.
Telephone: Click or tap here to enter text.

d. Study Coordinator
Name: Click or tap here to enter text.
Hospital Program & Department (if applicable): Click or tap here to enter text.
Affiliation & Department (if applicable): Click or tap here to enter text.
Email: Click or tap here to enter text.
Telephone: Click or tap here to enter text.

3. Approval letter to be sent to the following person(s) and email address(es): Click or tap here to enter text.

4. Study Site(s)
At what hospital site(s) will the study take place? Select all that will be participating in your research.
☐ Cambridge Memorial Hospital
☐ Waterloo Regional Health Network @ Midtown
☐ Waterloo Regional Health Network @ Queen’s Blvd
☐ Waterloo Regional Health Network @ Chicopee
☐ Waterloo Regional Health Network Cancer Centre

5. Funding
a. What is the funding status of your project?
☐ Applied
☐ Funded
☐ Not funded

b. Type of funding
☐ Industry-sponsored (private, for-profit organizations)
☐ Publicly funded sponsor
☐ External grant-in-aid
☐ Not-for-profit sponsor
☐ In-kind support (drugs, equipment, devices). Please specify: Click or tap here to enter text.

c. Name of funder(s): Click or tap here to enter text.

6. Study Duration
a. Expected study start date: Click or tap here to enter text.
b. Expected study completion date: Click or tap here to enter text.

7. Research Ethics Oversight
NOTE: Research involving investigators from other universities or hospitals will also need to submit the study for review to those organizations. For research at WWREB sites involving investigators from the University of Waterloo, research ethics review will be done through the coordinated review process.  

a. Does this research involve institutions other than WWREB sites? 
☐ Yes
☐ No

b. Has this study been or will it be reviewed by another research ethics board or institution?
☐ Yes
☐ No

If yes, please specify and attach the letter of approval with your application: Click or tap here to enter text.

8. Conflict of Interest
Does the principal investigator(s) or any co-investigators involved in this research study:
a. Function as an advisor, employee, officer, director or consultant for the sponsor?
☐ Yes
☐ No

b. Have a direct or indirect financial interest in the drug, device, or technology employed (including patents or stocks) in this research study?
☐ Yes
☐ No

c. Receive an honorarium or other benefits from the sponsor (apart from fees for service)?
☐ Yes
☐ No

d. If the answer is Yes to any of the above, please describe and explain how that conflict is being managed to ensure that participant rights and welfare are not affected:
Click or tap here to enter text.

9. Clinical Trials
NOTE: Clinical trials must be registered with clinicaltrials.gov before beginning. For clinical trials requiring Health Canada review, a copy of the Health Canada NOL must be submitted before final approval is given.

a. Is this study a clinical trial?
☐ Yes
☐ No

Clinical trial registry number: Click or tap here to enter text.

Name of registry used (e.g., clinicaltrials.gov): Click or tap here to enter text.

Health Canada No Objection Letter (NOL): 
☐ Yes – attached 
☐ Yes – to follow
☐ No

STUDY SUMMARY
10. Brief Lay Summary of Study
11. Please summarize the study in plain English:

Click or tap here to enter text.

12. Study Purpose and Rationale
Summarize a) the main research question, b) what is being studied, and c) why the research is important:

Click or tap here to enter text.

13. Hypothesis/Objectives
List the study hypothesis/objectives:

Click or tap here to enter text.

14. Experimental Procedures
Outline and provide a brief justification for the procedures in which participants will be involved (e.g., physical manipulation, doses, and methods of administration of drugs, physiological tests, paper and pencil tasks, interviews, questionnaires, time requirements, etc.).

Click or tap here to enter text.

15. Sample Size
What methods were used to calculate sample size?

Click or tap here to enter text.

16. Study Participants
Describe the sample in terms of number, sex, age, range, diagnostic criteria, and any special circumstances:

Click or tap here to enter text.

17. Recruitment of Participants
Attach copies of any advertisements or letters used for recruitment with your application.

a. How, and from where/what source, will participants be recruited? 
Click or tap here to enter text.

b. How will participants be identified and contacted?
Click or tap here to enter text.

c. How much time will be required from participants and/or their families, hospital staff and/or clinicians to participate in the study?
Click or tap here to enter text.

18. Who will be conducting the study?
Clearly identify investigators and/or assistants who will have direct contact with participants, families, hospital staff/clinicians.

Click or tap here to enter text.

19. Informed Consent
a. Will the study consent process use a written form?
☐ Yes
☐ No

b. If no, what kind of consent process will be used?
☐ Verbal consent 
☐ Implied consent (e.g., as in an anonymous survey)
☐ Requesting a waiver of consent

c. For any of the above, please justify:
Click or tap here to enter text.

20. Benefits and Risks
a. Briefly outline the potential benefits of your research to participants, the hospital(s), and/or the broader community.

Click or tap here to enter text.

b. Outline in adequate detail any potential risks to participants in this study. Potential risks can be of a physical or psychological nature. Indicate whether the anticipated level of risk is considered to be low, moderate, or high – if high, explain why alternate approaches involving less risk cannot be used.

Click or tap here to enter text.

21. Remuneration
a. Compensation to Participants
Will participants receive compensation for participating in the study? This does not include reimbursement for expenses.
☐ Yes
☐ No

If yes, please describe: Click or tap here to enter text.

b. Reimbursement to Participants
Will participants receive reimbursement for expenses incurred while participating in the study?
☐ Yes
☐ No

If yes, please describe: Click or tap here to enter text.

22. Deception
Will deception of participants be used in the study?
☐ Yes
☐ No

If any deception is involved in the design of the study, please describe it and justify its use. How will the use of deception be explained to participants in your debriefing procedure?
Click or tap here to enter text.

23. Report Back to Participants
How will participants be informed of the results of the study? Written feedback about the study should be provided to the participants, ensuring that their participation, at minimum, becomes an educational experience. Any use of deception should be described. 

Click or tap here to enter text.

24. Data Analysis
Describe how the data will be analyzed (statistically or by whatever other means):

Click or tap here to enter text.

PRIVACY, CONFIDENTIALITY, AND SECURITY OF INFORMATION
Investigators must comply with the duties set out for researchers in the Ontario Personal Health Information Protection Act, 2004 (PHIPA). 

25. Personal Information (PI) and/or Personal Health Information (PHI)
NOTE: Under Ontario privacy legislation, personal health information (PHI) includes identifying information about the health and health-related treatment of an individual. Identifying information can be both direct and indirect, meaning that it includes information that either identifies an individual or for which it is reasonably foreseeable in the circumstances that it could be utilized, either alone or with other information, to identify an individual. (For example, a coded data collection form is PHI as long as a key linking the coded data to an identified individual exists.). 

List all personal information and personal health information, personal identifiers (e.g., name, DOB) required to be collected, and identify all potential sources of this information. For all non-clinical trials, attach data collection form(s).

a. Direct Identifiers
☐ Full Name
☐ Address	
☐ Telephone Number 
☐ Email					
☐ OHIP# 
☐ Social Insurance Number
☐ Medical Record Number	
☐ Full Face Photography

If you are collecting any of the above direct identifiers, justify why they are required:
Click or tap here to enter text.

b. Indirect Identifiers
☐ Initials  
☐ Full Date of Birth (day/month/year)  
☐ Age at time of data collection or year of birth  
☐ Full Postal Code  
☐ Partial Postal Code  
☐ Healthcare Provider  
☐ Discharge Date  
☐ Other Date (e.g. date of service)  

If you are collecting any of the above indirect identifiers, justify why they are required:
Click or tap here to enter text.

c. Other direct or indirect identifiers: Click or tap here to enter text.

Note: Investigators should plan to collect personal data at the lowest level of identifiability necessary to achieve the study objectives. Even a dataset without direct identifiers may present a risk of indirectly identifying data subjects if the dataset contains sufficient information about the individuals concerned.  For advice, consult the CIHR Best Practice Guidelines for Protecting Privacy and Confidentiality: http://www.cihr-irsc.gc.ca/e/29072.html     

d. What information source are you accessing?
☐ Health Records/Clinic/Office Files. Please specify: Click or tap here to enter text.

☐ Electronic Database. Please specify: Click or tap here to enter text.

☐ Outside Institution. Please specify: Click or tap here to enter text.

☐ Other. Please specify: Click or tap here to enter text.

26. Participant Identification
a. Will study participants be identified on data collection forms
☐ Yes
☐ No

If yes, how? Click or tap here to enter text.

b. Will a study key be kept that links participant identity to the coded data collection forms?
☐ Yes
☐ No

If yes, where will it be stored? Click or tap here to enter text.

If yes, who will have access? Click or tap here to enter text.

27. Data Storage
How will the study data be stored?
Click or tap here to enter text.

28. Security of Data
Indicate the steps to be taken to ensure the security of study data containing personal identifiers. Please check all that apply.
a. Procedural
Access to identified data will be limited to study team members identified within this application:
☐ Yes
☐ No

There will be an audit trail of access to electronic records:
☐ Yes
☐ No

b. Physical
Storage location for paper study documents: Click or tap here to enter text.

Storage location of study computers: Click or tap here to enter text.

Other: Click or tap here to enter text.

c. Technical
Electronic files will be backed-up and stored in a separate location:
☐ Yes
☐ No

Electronic files will be stored on a computer which is password protected:
☐ Yes
☐ No

Electronic files will be stored in a computer file which is password protected:
☐ Yes
☐ No
 
Electronic files will be encrypted with a minimum 128 bit encryption protocol:
☐ Yes
☐ No
 
Data will be stored on a computer system with virus protection:
☐ Yes
☐ No
 
Data will be stored on a computer system with uninterrupted power source:
☐ Yes
☐ No

29. Access
Who other than those named in this application will have access to the data?
Click or tap here to enter text.

30. Transfer of Information
a. Will any of the collected data be sent outside the hospital where it was collected?
☐ Yes
☐ No

b. Why is it necessary to send data outside of the institution where it was collected?
Click or tap here to enter text.

c. Where will data be sent?
Click or tap here to enter text.

d. How will data be sent? (e.g., Fax, private courier, Canada Post, etc.)
Click or tap here to enter text.

31. Data Linkage
a. Do you plan to link the locally collected data with any other data set(s) (e.g., OHIP data, census data)?
☐ Yes
☐ No

b. If yes, identify the data set, b) justify why the linkage is necessary, c) explain how it will occur, and d) provide a list of data items use: 

Click or tap here to enter text.

32. Ongoing Use
Note: Any secondary analysis must be approved by the REB prior to implementation. 

a. Will the data be entered into an ongoing electronic database for future use in another research study?
☐ Yes
☐ No

b. Specify where it will be stored, who will be the custodian (i.e., the person responsible for data storage and integrity), who will have access to it, and security measures:

Click or tap here to enter text. 

33. Storage Time
a. How long do you plan to keep the data? Click or tap here to enter text.

b. Indicate whether data will be:
☐ Destroyed
☐ Irreversibly anonymized (i.e., the key identifying the link between data and the individual’s identity is deleted)

c. When will the following be destroyed?
i. Consent forms: Click or tap here to enter text.
ii. Study key: Click or tap here to enter text.
iii. Collected data: Click or tap here to enter text.

Note: Researchers are required to destroy identifiers or links at the earliest possible time.

d. When will the collected data be anonymized? Click or tap here to enter text.

ADDITIONAL INFORMATION
34. Additional information or comments about the study:

Click or tap here to enter text.

LRI or PI Signature
As the Local Responsible Investigator, I attest that I have assessed the safety implications of this amendment, its impact on study procedures and that I’m prepared to take any necessary steps to implement the change(s). Further, I will not implement any changes to, or deviations from the protocol without Waterloo-Wellington Research Ethics Board approval of this amendment except to eliminate an immediate hazard to study participants or when changes involve only logistical or administrative aspects of the study.
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